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REQUEST FOR EXPEDITED CERTIFICATE OF CORRECTION 



Attention of Certificate of Correction Branch 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 



Sir: 



Certificate 

OCT 2 6 2005 

of Correction 



Pursuant to 35 U.S.C. § 254 and 37 C.F.R. 1.322, the Assignee of the above-identified 
patent, CIBA Vision Corporation ("Patentee"), requests an Expedited Certificate of Correction to 
correct mistakes in the above-identified patent. Attached is Form PTO/SB/44, in duplicate, 
indicating the requested corrections. 

The corrections required due to Office error include the addition of sixteen (16) allowed 
claims that are not reflected in the issued patent and amendments to the claims that were 
previously filed but also not reflected in the issued patent. These corrections are: 

In column 70, line 55, please change "polymerizing - said" to —polymerizing 
said--. 

In column 71, line 21, please change "material and upper" to -material having 
upper--. 

In column 72, line 4, please change "of grater than" to —of greater than--. 
In column 72, line 4, please change "6.4x10-6" to --6.4X10" 6 --. 
In column 72, line 6, please change "0.4x10-6" to -0.4x1 0" 6 ~. 
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In column 72, line 65, please change "0.4x10-6" to -0.4x1 0' 6 -. 

In column 73, line 1, please change "6.4x10-6" to -6.4xl0" 6 --. 

In column 73, line 62, please change "treatment is a" to —treatment includes 

a-. 

In column 73, lines 63-65, please change "wherein said oxyperm 
polymerizable material is a fluorine macromer and said ionoperm polymerizable 
material" to —wherein said ionoperm polymerizable material—. 

In column 74, line 16, please change "material comprises a fluorine 
macromer, and" to —material is formed from—. 

In column 74, line 43, please change "6.4x10-6" to -6.4xl0" 6 -. 

In column 74, line 45, please change "0.4x10-6" to ~0.4xl0~ 6 --. 

In column 75, line 35, please change "0.4x10-6" to -0.4xl0" 6 -. 

In column 75, line 37, please change "6.4x10-6" to -6.4xl0" 6 -. 

In column 76, lines 3 and 4, please change "(b) polymerizing the core in an 
atmosphere substantially free from oxygen" to —(b) polymerizing the core 
formulation in an atmosphere substantially free from oxygen to form a 
biocompatible lens having a core and surfaces;—. 

In column 76, line 8, please change "autoclaving lens" to — autoclaving said 
lens-. 

In column 76, line 25, please change "wherein said ophthalmic lens" to — 
wherein said biocompatible lens—. 

In column 77, lines 9 and 10, please change "54 including (c) said said lens 
being autoclaved at predetermined temperatures." to -54, said lens being 
sterilized.— 

In column 77, line 39, please change "worn as extended wear lens that is worn 
for" to -worn as an extended wear lens for 

In column 78, line 9, please change "worn as extended wear lens that is worn 
for" to -worn as an extended wear lens for-. 

In column 79, line 12, please change "6.4x10-6 " to -6.4x1 0" 6 ~. 

In column 79, line 14, please change "0.4x10-6" to -0.4x1 0' 6 --. 

In column 80, line 22, please change "0.4x10-6" to --0.4x1 0" 6 --. 
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In column 80, line 24, please change "6.4x10-6" to «6.4xl0" 6 --. 
In column 80, after line 49, please add the following claims: 

85. An extended wear contact lens comprising a core polymeric material and 
inner and outer surfaces that are more hydrophilic than said core polymeric 
material, said core polymeric material formed from a silicone copolymer which 
provides a high ion permeability and a high oxygen permeability; said silicone 
copolymer comprising an oxyperm polymerizable material, and an ionoperm 
polymerizable material; said core polymeric material having an oxygen 
permeability equal to or greater than 69 barrers; wherein said extended wear 
contact lens can be continuously worn for at least fourteen days on a human eye 
without substantial corneal swelling and without having substantial amounts of 
lipid adsorption. 

86. A siloxane hydrogel contact lens comprising a core polymeric material 
having hydrophilically modified surfaces that are more hydrophilic that said core 
material, said hydrogel contact lens being suited to make contact with ocular 
tissue and ocular fluids, said core polymeric material being formed from 
polymerizable materials comprising: 

(a) an oxyperm polymerizable material, and 

(b) an ionoperm polymerizable material, 

wherein said lens has an oxygen permeability of at least about 69 barrers and 
an ion permeability characterized either by an Ionoflux Ion Diffusion Coefficient 
of greater than about 6.4x1 0" 6 mm 2 /sec or an Ionoton Ion Permeability Coefficient 
of greater than about 0.4x1 0" 6 cm 2 /min to enable the lens to move on the eye such 
that corneal health is not substantially harmed and wearer comfort is acceptable 
during a period of continuous contact with ocular tissue and ocular fluids, 

wherein said hydrogel contact lens is adapted for at least 14 days of 
continuous wear on a human eye without substantial corneal swelling and without 
having substantial amounts of lipid adsorption. 

87. A biocompatible contact lens having an oxygen permeability of at least 
about 69 barrers and an ion permeability characterized by an Ionoton Ion 
Permeability Coefficient of greater than about 0.4x1 0" 6 cm 2 /min, said lens 
comprising: 

(a) a polymeric core material in the shape of contact lens having an 
inner and outer surface; and 

(b) said surfaces of said core material being surface treated to form 
surfaces that are more hydrophilic than said core material; 

said lens having adequate movement on the eye without blinking to promote 
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adequate tear exchange and without producing significant corneal swelling, 
without having substantial lipid adsorption, and without causing substantial 
wearer discomfort for a period of continuous contact for 14 days. 

88. A biocompatible sterilizable contact lens having an oxygen permeability 
of at least about 69 barrers and an ion permeability characterized by an Ionoton 
Ion Permeability Coefficient of greater than about 0.4x1 0" 6 cm 2 /min, said lens 
comprising: 

(a) a polymeric core material in the shape of contact lens having an 
inner and outer surface; and 

(b) said surfaces of said core material being surface modified to form 
surfaces that are more hydrophilic than said core material; 

said lens having adequate movement on the eye without blinking to promote 
adequate tear exchange and without producing significant corneal swelling, 
without having substantial lipid adsorption, and without causing substantial 
wearer discomfort for a period of continuous contact for 30 days. 

89. A contact lens comprising a polymeric material formed from at least: 

(a) an ionoperm polymerizable material comprising at least one of 2- 
hydroxyethyl methacrylate or N,N-dimethylacrylamide; and 

(b) an oxyperm polymerizable material; 

wherein said lens has an oxygen transmissibility of at least about 70 
barrers/mm and an ion permeability characterized either by (1) an Ionoton ion 
permeability coefficient of greater than about 0.25x1 0" 3 cm 2 /sec, or (2) an 
Ionoflux diffusion coefficient of greater than about 1.3xlO" 5 mm 2 /min, wherein 
said ion permeability is measured with respect to sodium ions; 

wherein said lens is suitable for continuous, intimate contact with ocular tissue 
and ocular fluids while having adequate movement on the eye with blinking to 
promote adequate tear exchange and without producing significant corneal 
swelling, without having substantial amounts of lipid adsorption, and without 
causing substantial wearer discomfort during a period of wear of at least 24 hours. 

90. The contact lens of claim 89 wherein said ionoperm polymerizable 
material comprises both 2-hydroxyethyl methacrylate and N,N- 
dimethy lacry lamide . 

91. The contact lens of claim 90 wherein said oxyperm polymerizable 
material comprises at least one of a siloxane containing macromer or a siloxane 
containing monomer. 

92. The contact lens of claim 91 wherein said polymeric material is further 
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formed from ethylene glycol dimethacrylate. 

93. The contact lens of claim 92 wherein said lens is autoclaved without 
lowering either said oxygen transmissibility or said ion permeability below levels 
sufficient to maintain good corneal health and on-eye movement. 

94. The contact lens of claim 92 wherein said period of wear is at least 4 
days. 

95. The contact lens of claim 92 wherein said period of wear is at least 7 
days. 

96. The contact lens of claim 89 further comprising polyvinylpyrrolidone at 
a surface of said lens. 

97. The contact lens of claim 96 wherein said polyvinylpyrrolidone coats 
said surface of said lens. 

98. The contact lens of claim 89 wherein said period of wear is at least 4 
days. 

99. The contact lens of claim 89 wherein said period of wear is at least 7 
days. 

100. The contact lens of claim 89 wherein said lens has an equilibrium water 
content of about 10 to about 30 weight percent. 

These mistakes occurred through the fault of the Patent and Trademark Office, as clearly 
disclosed by the records of the Office. Attached is a copy of the September 22, 2004 amendment 
as filed via facsimile, including the confirmation information showing receipt by the United 
States Patent and Trademark Office on September 22, 2004. Also attached are copies of 
amendments filed on February 11, 2002, February 26, 2002, and March 10, 2003. In view of the 
foregoing, the Patentee respectfully requests that an Expedited Certificate of Correction be 
issued for this patent and sent to the undersigned attorney. 

The Patentee also requests correction of mistakes of clerical or typographical nature, or of 
minor character, which occurred in good faith. These mistakes were not the fault of the Patent 
and Trademark Office. 

In column 77, line 61, please change "continous" to -continuous--. 
In column 79, line 47, please change "continous" to -continuous-. 
In column 80, line 18, please change "absorption" to -adsorption--. 
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In column 80, line 28, please change "continous" to —continuous--. 

In column 80, line 49, please change "less that about" to —less than about—. 

In the omitted claims, claims 85-100, Patentee requests the following corrections (with 
reference to the line numbers of the claims as set forth in the attached Form PTO/SB/44). The 
claims as listed supra and as set forth on the attached Form PTO/SB/44 include these 
corrections: 

In claim 85, line 1, please change "inner and lower surfaces" to -inner and outer 
surfaces-. 

In claim 89, line 7, please change "1.3xl0~ 3 mm 2 /min" to -1.3xlO* 5 mm 2 /min-. 

The correction to claim 85 is intended to make the claim language consistent, as reflected in the 
other claims of the patent (see, e.g., claim 88). The correction to claim 89 (previously claim 247) 
is consistent with the remarks made in support of the claim at the time the claim was added (see, 
e.g., p. 28, September 22, 2004 Amendment). 

As the required corrections primarily are due to a United States Patent and Trademark 
Office error, Patentee does not believe that there is a fee due for this requested correction. 
However should there be a fee associated with the filing of these documents, the Commissioner 
is hereby authorized to charge any such fee, or credit any overpayment of fees, to Deposit 
Account No. 19-0733. Should any questions arise with respect to this case that may be 
addressed by telephone, please feel free to contact the undersigned attorney. 



Respectfully submitted, 



Date: October 19, 2005 




Rebecca P. Rokos 
Reg. No. 42,109 
BANNER & WITCOFF, LTD. 
10 South Wacker Drive 
Suite 3000 
Chicago, IL 60606 
312-463-5000 
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CERTIFICATE OF CORRECTION 



PATENT NO. 6,951,894 

APPLICATION NO. 09/640,526 

ISSUE DATE: OCTOBER 4, 2005 

INVENTORS: NICOLSON, et al. 

It is certified that an error appears or errors appear in the above-identified patent and that said Letters Patent is 
hereby corrected as shown below: 



In column 70, line 55, please change "polymerizing - said" to -polymerizing said--. 

In column 71 , line 21 , please change "material and upper" to --material having upper--. 

In column 72, line 4, please change "of grater than" to -of greater than-. 

In column 72, line 4, please change "6.4x10-6" to -6.4x1 0" 6 -. 

In column 72, line 6, please change "0.4x10-6" to -0.4x10*--. 

In column 72, line 65, please change "0.4x10-6" to -0.4x1 0" 6 -. 

In column 73, line 1 , please change "6.4x10-6" to -6.4x1 0* 6 -. 

In column 73, line 62, please change "treatment is a" to -treatment includes a-. 

In column 73, lines 63-65, please change "wherein said oxyperm polymerizable material is a fluorine macromer and 
said ionoperm polymerizable material" to -wherein said ionoperm polymerizable material-. 

In column 74, line 16, please change "material comprises a fluorine macromer, and" to -material is formed from-. 
In column 74, line 43, please change "6.4x10-6" to -6.4x1 0" 6 -. 
In column 74, line 45, please change "0.4x10-6" to -0.4x10*-. 



MAILING ADDRESS OF SENDER (Please do not use customer number below): Page 1 of 6 

Banner & Witcoff, Ltd. 
10 South Wacker Drive 
Suite 3000 
Chicago, IL 60606 

This collection of information is required by 37 CFR 1.322, 1.323, and 1.324. The information is required to obtain or retain a benefit by the public 
which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is 
estimated to take 1.0 hour to complete, including gathering, preparing, and submitting the completed form to the USPTO. Time will vary depending 
upon the individual case. Any comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should 
be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313- 
1450. DO NO SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Attention Certificate of Corrections Branch, Commissioner 
for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



If you need assistance in completing the form, call 1-800-:PTO-9199 and selection option 2 
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PATENT NO. 6,951,894 

APPLICATION NO. 09/640,526 

ISSUE DATE: OCTOBER 4, 2005 

INVENTORS: NICOLSON, et al. 

It is certified that an error appears or errors appear in the above-identified patent and that said Letters Patent is 
hereby corrected as shown below: 



In column 75, line 35, please change "0.4x10-6" to --0.4x1 0" 6 - 
In column 75, line 37, please change "6.4x10-6" to --6.4x1 0" 6 -. 

In column 76, lines 3 and 4, please change "(b) polymerizing the core in an atmosphere substantially free from 
oxygen" to -(b) polymerizing the core formulation in an atmosphere substantially free from oxygen to form a 
biocompatible lens having a core and surfaces;-. 

In column 76, line 8, please change "autoclaving lens" to -autoclaving said lens-. 

In column 76, line 25, please change "wherein said ophthalmic lens" to -wherein said biocompatible lens-. 

In column 77, lines 9 and 10, please change "54 including (c) said said lens being autoclaved at predetermined 
temperatures." to -54, said lens being sterilized.-- 



In column 77, line 39, please change "worn as extended wear lens that is worn for" to -worn as an extended 
wear lens for-. 

In column 77, line 61, please change "continous" to -continuous-. 

In column 78, line 9, please change "worn as extended wear lens that is worn for" to -worn as an extended wear lens 
for-. 

In column 79, line 12, please change "6.4x10-6 " to -6.4x1 0 -6 --. 
In column 79, line 14, please change "0.4x10-6" to -0.4x1 0" 6 -. 
In column 79, line 47, please change "continous" to -continuous-. 
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PATENT NO. 6,951,894 

APPLICATION NO. 09/640,526 

ISSUE DATE: OCTOBER 4, 2005 

INVENTORS: NICOLSON, et al. 

It is certified that an error appears or errors appear in the above-identified patent and that said Letters Patent is 
hereby corrected as shown below: 



In column 80, line 18, please change "absorption" to --adsorption-. 

In column 80, line 22, please change "0.4x10-6" to -0.4x10^-. 

In column 80, line 24, please change "6.4x10-6" to -6.4x1 0" 6 -. 

In column 80, line 28, please change "continous" to -continuous™. 

In Column 80, line 49, please change "less that about" to -less than about-. 

In column 80, after line 49, please add the following claims: 

85. An extended wear contact lens comprising a core polymeric material and inner and outer surfaces that are 
more hydrophilic than said core polymeric material, said core polymeric material formed from a silicone copolymer 
which provides a high ion permeability and a high oxygen permeability; said silicone copolymer comprising an 
oxyperm polymerizable material, and an ionoperm polymerizable material; said core polymeric material having an 
oxygen permeability equal to or greater than 69 barrers; wherein said extended wear contact lens can be 
continuously worn for at least fourteen days on a human eye without substantial corneal swelling and without having 
substantial amounts of lipid adsorption. 

86. A siloxane hydrogel contact lens comprising a core polymeric material having hydrophilically modified 
surfaces that are more hydrophilic that said core material, said hydrogel contact lens being suited to make contact 
with ocular tissue and ocular fluids, said core polymeric material being formed from polymerizable materials 
comprising: 

(a) an oxyperm polymerizable material, and 

(b) an ionoperm polymerizable material, 



Page 3 of 6 

This collection of information is required by 37 CFR 1.322, 1.323, and 1.324. The information is required to obtain or retain a benefit by the public 
which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C 122 and 37 CFR 1.14. This collection is 
estimated to take 1.0 hour to complete, including gathering, preparing, and submitting the completed form to the USPTO. Time will vary depending 
upon the individual case. Any comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should 
be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313- 
1450. DO NO SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Attention Certificate of Corrections Branch, Commissioner 
for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

If you need assistance in completing the form, call 1-800-:PTO-9199 and selection option 2 



0Cr * # Ufa 



v v 

PTO/SB/44 (04-05) 
Approved for use through 04/30/2007. OMB 0651-0033 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number. 

(Also Form PTO-1050) 



UNITED STATES PATENT AND TRADEMARK OFFICE 

CERTIFICATE OF CORRECTION 
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APPLICATION NO. 09/640,526 

ISSUE DATE: OCTOBER 4, 2005 

INVENTORS: NICOLSON, et al. 

It is certified that an error appears or errors appear in the above-identified patent and that said Letters Patent is 
hereby corrected as shown below: 



wherein said lens has an oxygen permeability of at least about 69 barrers and an ion permeability characterized 
either by an lonoflux Ion Diffusion Coefficient of greater than about 6.4x1 CT 6 mm 2 /sec or an lonoton Ion Permeability 
Coefficient of greater than about 0.4x1 0" 6 cm 2 /min to enable the lens to move on the eye such that corneal health is 
not substantially harmed and wearer comfort is acceptable during a period of continuous contact with ocular tissue 
and ocular fluids, 

wherein said hydrogel contact lens is adapted for at least 14 days of continuous wear on a human eye without 
substantial corneal swelling and without having substantial amounts of lipid adsorption. 

87. A biocompatible contact lens having an oxygen permeability of at least about 69 barrers and an ion 
permeability characterized by an lonoton Ion Permeability Coefficient of greater than about 0.4x10^ cm 2 /min, said 
lens comprising: 

(a) a polymeric core material in the shape of contact lens having an inner and outer surface; and 

(b) said surfaces of said core material being surface treated to form surfaces that are more hydrophilic 
than said core material; 

said lens having adequate movement on the eye without blinking to promote adequate tear exchange and without 
producing significant corneal swelling, without having substantial lipid adsorption, and without causing substantial 
wearer discomfort for a period of continuous contact for 14 days. 

88. A biocompatible sterilizable contact lens having an oxygen permeability of at least about 69 barrers and an 
ion permeability characterized by an lonoton Ion Permeability Coefficient of greater than about 0.4X10" 6 cm 2 /min, said 
lens comprising: 

(a) a polymeric core material in the shape of contact lens having an inner and outer surface; and 

(b) said surfaces of said core material being surface modified to form surfaces that are more 
hydrophilic than said core material; 
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said lens having adequate movement on the eye without blinking to promote adequate tear exchange and without 
producing significant corneal swelling, without having substantial lipid adsorption, and without causing substantial 
wearer discomfort for a period of continuous contact for 30 days. 

89. A contact lens comprising a polymeric material formed from at least: 

(a) an ionoperm polymerizable material comprising at least one of 2-hydroxyethyl methacrylate or N,N- 
dimethylacrylamide; and 

(b) an oxyperm polymerizable material; 

wherein said lens has an oxygen transmissibility of at least about 70 barrers/mm and an ion permeability 
characterized either by (1) an lonoton ion permeability coefficient of greater than about 0.25x1 0" 3 cm 2 /sec, or (2) an 
lonoflux diffusion coefficient of greater than about 1.3x10" 5 mm 2 /min, wherein said ion permeability is measured with 
respect to sodium ions; 

wherein said lens is suitable for continuous, intimate contact with ocular tissue and ocular fluids while having 
adequate movement on the eye with blinking to promote adequate tear exchange and without producing significant 
corneal swelling, without having substantial amounts of lipid adsorption, and without causing substantial wearer 
discomfort during a period of wear of at least 24 hours. 

90. The contact lens of claim 89 wherein said ionoperm polymerizable material comprises both 2-hydroxyethyl 
methacrylate and N,N-dimethylacrylamide. 

91 . The contact lens of claim 90 wherein said oxyperm polymerizable material comprises at least one of a 
siloxane containing macromer or a siloxane containing monomer. 

92. The contact lens of claim 91 wherein said polymeric material is further formed from ethylene glycol 
dimethacrylate. 

93. The contact lens of claim 92 wherein said lens is autoclaved without lowering either said oxygen 
transmissibility or said ion permeability below levels sufficient to maintain good corneal health and on-eye movement. 



Page 5 of 6 

This collection of information is required by 37 CFR 1.322, 1.323, and 1.324. The information is required to obtain or retain a benefit by the public 
which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is 
estimated to take 1.0 hour to complete, including gathering, preparing, and submitting the completed form to the USPTO. Time will vary depending 
upon the individual case. Any comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should 
be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313- 
1450. DO NO SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Attention Certificate of Corrections Branch, Commissioner 
for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

If you need assistance in completing the form, call 1-800-:PTO-9199 and selection option 2 

'ocr % 



PTO/SB/44 (04-05) 
Approved for use through 04/30/2007. OMB 0651-0033 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number. 

(Also Form PTO-1050) 



UNITED STATES PATENT AND TRADEMARK OFFICE 

CERTIFICATE OF CORRECTION 

PATENT NO. 6,951,894 

APPLICATION NO. 09/640,526 

ISSUE DATE: OCTOBER 4, 2005 

INVENTORS: NICOLSON, et al. 
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98. The contact lens of claim 89 wherein said period of wear is at least 4 days. 
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weight percent. 
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Customer No.: 29277 
Confirmation No.: 6177. 
Group AH Unit: 17M 
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AMENDMENT AND RESPONSE UNDER 37 CFR §U11 TO 
OFFICE ACTION OF NOVEMBER 6. 20(B 

Commissioner for Patent* 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir 

hi response to the Office Action mailed on November 6, 2004, Applicants submit the 
following amendments and remarks, and a petition of a three month extension of the time to 
respond. The Examiner ia reqnestert to enter the following amendments and consider the 
accompanying remarks. Reconsideration is respectfully requested 

Amendments to the claim) axe reflected in the listing to the claims that begin* on page 3 
nf this paper. 

Support for the New Claims begin on page 28 

Remarks begin on page 29 of this paper. 

Enclosed with this paper is a Supplemental Information Disclosure Statement. 
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. Also CDrfwcd with *is paper i 8 a petition under 37 CFH § 1.136 for a three month 
extension of the time to respond, together with a Fee Transmittal fhnn in duplicate authorial* 
the CommisGioner to charge the petition fee under 37 CFR$ 1.17(a)(3) for the enenrionatwiaay 
other fees that may be due to Deposit Account Number 500417. McDcrmott Wil I & Emery, 
Washington D.C. 

Please amend the claims aa set forth hejow and enter the following remarks. 
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AME NDMENT TO THE CLAIMS; 
Claims 1-158 (Cancelled). 

Claim 159 (Currently Amended) A method for producing an extended wear crmf ac* lens, 
said contact lens comprising a core polymeric material whkh has a high oxygen permeability 
and a high ion nr water permeability, which method comprises the steps of: 

a) preparing a lens fbnnulation comprising an oxyperm polymerizable material 
selected from the group consisting of flunrirm-r/mfcming macromers and flourine-contalning 
monomers and an ionoperm polymerizable material *eleeted from the group consisting of 
acrylates, methacrylates, polyalkylene glycols and N-vinyl pyrrelidonra, wamdn said oxyperm 
polymerizable material comprises between about 30% to about 70%, based on the total wright, 
of said lena jnrnroJatian; 

b) placing said lervt fnrmuladon in a lens mold; 

c) polymerizing [MJsairl 1 wis fbmnJation in said mold to form a lens core material 
having inner and outer surfaces such that said oxyperm polymerizable material and said 
ionoperm polymerizable material of said lens formulation form separate nxypcrm and ionoperm 
phases; said lens core material having an oxygen permeability equal to or greater than 77 harrc*; 

d) removing said lens core material from said lens mold; 

c) subjecting said lens com material to a treatment to modify said surfaces of said 
lens core material, wherein the surface treatment makes said surfaces more biocompatible with 
the ocular tissue and ocular fluid* than «*irf care material alone; and 

t) hydrating the treated lens core material to produce a hydnrted extended wear 
contact tens; [[,]] 
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wherein the modified surfaces of said lens in conjunction with the high oxygen and ion 
permeabilities of said core polymeric material allows said hydrated lens to be worn as extended 
wear lens that is worn for a continuous period of at least 24 hours with corneal swelling of less 
than about 8%. 

Claim 160 (Previously Presented) The method of claim 1 59 wherein tbo surface 
modification treatment is selected from die group consisting of coating processes, grafting 
processes, plasma treating processes, electrical charge treating processes and irradiation 
processes. 

Claim 161 (Previously Presented) The* method of claim 159 wherein the surfece 
modification treatment is a plasma treating process. 

Claim 162 (Previously Presented) The method of claim I6lwherein saidoxypenu 
polymerizable material is a fluorine-containing macromer and said ionopenn polymerkahle 
material is N-vinyi pyrrolidine. 

Claim 163 (Currently Amended) An extended wear contact lens comprising a core 
polymeric material having vnA upper and lower surfaces, said core polymeric material 
comprising a silicone copolymer which provides a high ion permeability and a high oxygen 
permeability; wherein said silicone copolymer comprises an oxyperm potymerizahle material 
selected ftom the group consisting of fluorine-containing macromera and fluorine-containing 
monomers, and an ionopenn polymerizable material selected from the group consisting of 
aeiyfates, methacryfates, polyaBcylene glycols and N-vinyl pymolidones; said core polymeric 
material having an oxygen pssmeahiliiy equal to or greater than 77 barren; wherein said surfaces 
are hydrophilically modified hy a treatment process selected from the group consisting of coating 
processes, grafting processes, plasma treating processes, electrical charge treating prncewes and 

-4- 
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irradiation processes; and wherein said extended wear contact lens can be continuously worn for 
at least four days on a human eye without substantial corneal swelling. 

Claim 164 (Previously Presented) The extended contact lens of claim 163 wherein said 
core polymeric material comprises a fluorine containing macromer, and N-vinyl pynolidone. 

Claim 165 (Previously Presented). The extended contact lens of claim 164 wherein said 
surfaces are modified by a plasma treating process. 

Claim 166 (Previously Presented) The extended contact lens of claim J65 wherein said 
extended lens can he continuously worn for abont 7 days with lew than about 8% comrad 
Swelling. 

Claim 167 (Previously Presented) The extended contact lens of claim 163 wherein said 
extended lens is worn for about 30 days. 

Claim 168 (Currently Amended) A hydrogel contact lens having modified surfaces, said 
hyrtrogel contact lens comprising a core polymeric material having an oxygen permeability equal 
ta or greater than 77 barrels, said hydrogd contact lens bong suited to make contact with ocular 
tissue and ocular Quids and having a high oxygen permeability and a high ion permeability, said 

core polymeric material having formed from polymerizable materials comprising: 

o 

(a) an oxypenn polymerizable material selected from the group consisting of 
fluorine-containing macromers and fluorina-containing monomers, and 

(b) an ionopera polymerizable material selected from the group consisting of 
acrylates, methacrylates, polyallcylene glycols and N-vinyl pyrrolidones, wherein said lens has a 
high oxygen permeability and allows inn or water permeation in an amount sufficient to enable 
the lens to move on the eye such that corneal health is not substantially harmed and wearer 
comfort is acceptable during a period of continuous contact with ocular tissue and ocular fluids; 

~5- 
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• ^^'^^oxygenpe^^^ 

characterized cither by an Ionaflux Ion DiBWn Coefficient of gr^^ than about 6.4 x 

*j£[i0^cmf(cm2]Anin. wherein said modified surfaces are hyrfiophiUcaUy modified 
sn^ a, are modified by a trc^t ^ ^ ^ ^ ]Ip COflsistillg ofc ^ 

process grafting processes, plasma tr«.kg processes, electrical charge treating processes and 
tadiatmi. pn^es, wherein *id bydrogel ^ la* is adapted for at fa* 24 hour, of 

continuous wear on a human eye without substantial correal swelling. 

Claim 169 (JWau^y Presented) The hydrogd cortaa ^ of claim l«8 wherein »id 

™ Polymeric materia comprises a fluorine containing ma™ as said oxypera material .ad 

N-vinyl pyrrolidone aa said ionopftnn materiaL 

Claim 170 (Previously Present Thehydroga] contact lensof claim 1*> wherein said 
jurfbea arc modified by a plasma treating process. 

Claim 17) (Previously Presented) Tie hydfgri contact ten* of claim 170 wherein .said 
lens can be worn fo, about 7 days with less than about 8% corneal swelling. 

Claim 172 (Previously Presented) The hydroge! contact lens of claim 170 wherein said 
lens is worn for about 7 days with less than about 4% corneal swelling. 

Claim 173 (PreWously Presented) The hyo^gel contact!^ of claim 170 said 
lens can be continuously worn for about 30 days. 

Claim ^^fteviouslyPhaented) ThchyfegelcOTiactlensofclahn 169 wherein srirt 
lens has an oxygen permeability of at least about 81 baiters. 

Claim «75 (Currently Amended) A method of using a crmt^t lens a, an extended wear 
lans, said lens having ophthajn^y compatible roodified surfaced lens being suited to 
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«* tan , KtsmU . mmM ^ ta ^ f 

(a) an oxypenn polymerizahle material aelcrtrH «. 

selected from the group consisting of 



irradiation process*- . ■ , * p«*»ra ana 

F«ce35cs. wbcrem said la* allows < 



swfccwaro modified by a treaim™**™^. , w 

I charge treating processes 

ms ,_. ! 0XyBe ° JWnneaiion « an amount Sllfficient to 

—t^ ncrocai heaJth a„d w earer COTnfhlt ^ 3 . 

of extended, continuous contact with 

~~*..---..,«...« -tal(llllBl 

« ^^"dlcn.toAeocuJar^mmneBr,^ 1 

0>) 5»d I«u to ranain in intimate contacinriih* , 

"inmate enntaci with the ocular environment for a 
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iwwhllly of at last afcrat nbam. 

contactpenod is about 7days. 

ctmbct period is nbovt 30 days. • 

Cla-m 153 (IWiousiy Presented) A method for Drorfucfrio ^ 
f ^oiorpporfucmgaa extended wear contact 

let*, sajrf contact lens camurisinn a^^i 

compnswg a corcpolymenc material which has a high oxygen 

permeability and a high ion or water i^^t,. . 

i«n or water permeability, which znetfwi 

*) Preparing a lens formulation cn mftf ;^« . 

° B oxyperm poJymerkable material and 
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c) polymerizing said lens fonnulation in said mold to form a lens core material 
having inner and outer surfaces such that said oxyperm polymerizable material and said 
lonoperm noFymcrizable material of said lens formulation fonn separate oxyperm and ionopenn 
phased; said len* ton material having an oxygen permeability equal to or greater than 69 barters; 

d) removing said lens core material finm said lens mold; 

e) subjecting said lens core material to a treatment tn modify srid surfaces of said 
lens core material, wherein the surface treatment makes said surfaces more hydrophilic or 
lipophobic and more biocompatible with the ocular ti$eue than said core material alone; and 

0 hydratjng the treated lens core material to produce a bydrated extended wear 
contact Jena, 

wherein the modified surfaces of sairi tens in conjunction with the high oxygen and ion 
permeabilities of said core polymeric material allows said hyrirated Jen* to be worn as extended 
wear lens that ie worn for a continuous period of at least 24 hours without having substantial 
amounts of lipid adsorption. 

Claim 1 34 (Previously Presented) The method of claim 1 83 wherein the surface 
modification treatment is selected from the group conrifitmg of coating processes, grafting 
processes, plasma treating proccwes, clocrnnal charge treating processes and irradiation 
processes. 

Claim 1 85 (Currently Amended) The method of claim 1 83 wherein the surface 
modification treatment includes [is] a plasma treating process. 

Claim 186 (Currently Amended) The method of claim 185 wherein (said oxyperm 
poIymerizaWe mafmal is a fluorine nacromer and] said ionopenn polymerizable material is N- 
vinyl pyrrob'donc. 

-9- 
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Claim 1 87 (Previously Presented) An «xtcmteri wear contact lens comprising a core 
polymeric material ami upper and lower surfaces, said core polymeric material formed from a 
silicone copolymer which provides a high ion permeability and a high oxygen permeability; said 
silicone copolymer comprising an oxyperm polymerizable material, and an ionoperm 
polymerizabld material; aid core polymeric material having an oxygen permeability equal to or 
greater than 69 barrers; wherein said surfaces are hydrophiUeally modified by a treatment 
process selected from the group consisting of coating processes, grafting processes, plasma 
treating processes, electrical charge treating processes and irradiation processes; and wherein 
said extended wear contact lens can be continuously worn for at least four daya on a human eye 
without substantial corneal swelling and without having substantial amounts of lipid adsorption. 

Claim 188 (Currently Amended) The extended contact tens of claim 187 wherein said 
core polymeric material is formed from N-viny] pynolidone* 

Claim 189 (Previously Presented) The extended contact lens of chum 188 whnrnn said 
surfaces arc modified by a plasma treating process, 

Claim 1 90 {Previously Presented) The extended contact lens of claim 1 89 wherein said 
extended lens can be continuously worn for about 7 days with less than about 7 % corneal 
swelling. 

Claim 191 (Currently Amended) The extended contact lens of claim 187 wherein said 
extended wended wear lens can be worn for about 30 days. 

Claim 192 (Currently Amended) A silmcjoiehydrngcj enrttact lens having modified 
surfaces, said hydmgd contact lens comprising a core polymeric material having an oxygen 
permeability equal to or greater than 69 barrets, said hydrogel contact lens being suited to make 
contact with ocular tissue and ocular fluids and having a high oxygen permeability and a high ion 
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permeability, said core polymeric material being formed firon polymerizable materials 
comprising: 

(a) an oxyperrn polyraeri^le material, and 

(b) an ionoperm polymarfeable material, 

wherein said lens has a high oxygen permeability and allows ion or water permeation in 
an nrnmmt sufficient to enable (he lens to move on the eye such that corneal health is not 
substantially harmed and wearer comfort is acceptable during a period of continuous contact 
with ocular tissue and ocular fluids, wherein said lens has an oxygen permeability of at least 
about 69 barren and an ion permeability characterized either by an Ionoflux Ion Diffusion 
Coefficient of greater mto than about 6 4 x 10* W-6 mro2/sec or an lonoton Ion Permeability 
Coefficient of greater than about OA x 10" 6 43-6 cm 2 [on? j /min, 

wherein said modified surfaces are hydrophilically modified surfaces that are modified 
by a treatment process selected from the group consisting of coating processes, grafting 
processes, plasma treating processes* electrical charge treating processes and irradiation 
processes; 

wherein said hydrogel contact lens is adapted for at least 24 hours of continuous wear on 
a human eye without substantial corneal swelling and without having substantial amounts of 
lipid adsorption. 

Claim 193 (Previously Presented) The hyrtmrjcl contact leas of claim J 92 wherein said 
core polymeric material is formed from N-vinyl pyrrolidine as said ionoperm materia]. 

Claim 194 (Previously Presented) The hydrogel contact lens of claim 193 wherein said 
surfaces are modified by a plasma treating process. 
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Claim 195 (Previously Presented) The hydrogel contact lens of claim 1 94 wherein said 
lens can be worn for about 7 days in continuous contact with ocular tissues and fliuds with lees 
than about %% corneal swelling. 

Claim 196 (Previously Presented) The hydrogel contact lens of claim 194 wherein said 
Icrw t8 worn for about 7 days with less than about 4% corneal swelling. 

Claim 197 (Previously Presented) The hydrogel contact lens of claim 194 wherein said 
lens can be continuously worn for about 30 days. 

Claim 198 (Previously Presented) The hydrogel contact lens of claim 194 wherein said 
lens has an oxygen permeability of at least about 77 barrers. 

Claim 1 99 (Currently Amended) A method of using a contact lens as an extended wear 
Ifins, said lens having cphthalmjcally compatible modified surfaces, said lens being suited to 
extended periods of wear in continuous, intimate contact with ocular tissue and ocular fluids, 
said lens comprising a polymeric material which has a high oxygen permeability and a high ion 
or water permeability, and which has an oxygen permeability equal to or greater than 69 b arrets, 
said polymeric material being formed from polymerizabie materials comprising; 

(a) an oxypenn polymerizabie material, and 

(b) an ionoperm polymerizabie material, 

wherein «id modi fieri surfaces are modi fieri by a treatment process selected firm the 
group consisting of coating processes, grafting processes, plasma treating processes, electrical • 
charge treating processes and irradiation processes; 

wherein said lens allows oxygen permeation in an amount sufficient to maintain corneal 
health and wearer comfbrt during a period of extended, continuous contact with ocular tissue and 
ocular fluids; 
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wherein said lens allows ion or water permeation in an amount sufficient to enable the 
lens to move on the eye such that corneal health i$ not substantially harmed and wearer comfort 
is acceptable during a period of extended, continuous contact with ocular tissue and ocular fluids 
without having substantial amounts of lipid absorption; and 

wherein said ophthalmic lens has an oxygen permeability of at least about 70 barren and 
an ion permeability characterized either by (1) an Ionoton Irai Permeability Coefficient of greater 
than about 0.4 x UT 6 flO-6]cm* [cm2]/scc or (2) m Jrmoflux Diffusion Coefficient of greater 
than about 64xj0f 110-6] mm* [mnCVmru wherein said ion permeability is measured with 
respect to sodium ions; 

said method comprising the steps oT; 

(a) applying said lens to the ocular environment, and 

(b) allowing said lens to remain in canrinoiLs intimate contact with the ocular 
environment £br a period of at least 24 hours withnut having substantial amounts of lipid 
adsorption. 

Claim 200 (Previously Presented) The method of claim 199 wherein said lens has an 
oxygen permeability nf at least about 77 barrets. 

Claim 201 (Previously Presented) The method of claim 199 wherein said mtunate 
contact period is at least 4 days. 

Claim 202 (Previously Presented) The method of claim 199 wherein said intimate 
contact period is about 7 days. 

Claim 203 (Previously Presented) Tie method of claim 199 wherein said intimate 
contact period is about td days. 

-13- 
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Claim 204 (Previously Presented) The method of claim 1 99 wherein said intimate 
contact period is about 30 days. 

Claim 205 (Previously Presented) The method of claim 199, wherein said lens produces, 
after wear of abmit 7.4 hmir*, mnhvling normal deep period*, leas than about 8% corneal 
swelling. 

Claim 206 (Previously Presented) The method of claim 199, wherein said lens produces, 
after wear of about 7 days, including normal sleep periods, less than about 6% corneal swelling. 

Claim 207 (Currently Amended) A method of forming a biocompatible lens having high 
oxygen permeability and high water permeability, xaid method ernnpriaing the steps o£ 

(a) forming a pre-polymcr me formulation comprising an oxypenn polymerizable 
material and an ionoperm potymerizablc material, said oxypenn polymezizablo material 
comprises between about 30% to about 70%, based on the total weight, of said reactive 
components formulation; 

(b) polymerizing the core formulation in an atmosphere substantially free ftnm 
oxygen to form a biocompatible lens having a core and surfee*: 

(c) altering the Burfacc of said com material tn produce a surface which is more 
hydrophilic than said core material; and 

(d) autoclaving sbsA lens at predetermined temperatures; 

whereby said lens allows oxygen permeation in an amount sufficient to maintain corneal 
health and wearer comfort during a period of extended, continuous contact with ocular riwue and 
ocular fluids, and 



PAGEZflU'RCM 



09/22/2004 16:20 FAX '2027568087 



McOernott ffill Emery 



@ 028/043 



whereby 6aid lens allows ion permeation in an amount mifificient to enable the lens to 
move cm the eye such that corneal health is not substantially harmed and wearer comfort is 
acceptable during a period of rxtended. continuous contact with ocular tissue and ocular fluids, 

wherein said law having adequate movement on the eye with blinking to promote 
adequate tear exchange and without producing significant corneal swelling, without having 
substantial amounts of lipid adsorption, and without causing substantial wearer discomfort 
during the period of contact for at least 24 hours, 

wherein said biocompatible ophrtinlmin tens has an oxygen tranarmssibility of at least 
about 70 barrers/mm and an ion permeability characterized either by (1) an IonotOU Ion 
Permeability Coefficient of greater than aKout 0-2 x iffil [10-6J cn£ [cm2] fcec or (2) by an 
Tonoflux Ion Permeability Coefficient of greater than about 1.5 xU>l[l<M>] mm* [mm2)/min, 
wherein said ion permeability is measured with respect to sodium ions. 

Claim 208 (Previously Presented) A method of forming a contact lens having high 
oxygen permeability and high water permeability, said method comprising: 

(a) forming a polymeric core material in the shape of a contact lens having an inner 
and outer surface; and 

(h) altering the surfaces of said core material to produce new surfaces that arc more 
hydrophilic than said core material, 

wherein said lens having adequate movement on the eye with blinking to promote 
adequate tear exchange and without producing significant corneal swelling, without having 
substantial amounts of lipid adsorption, and without causing substantial wearer discomfort 
during the period of contact for at Itast 24 hours. 
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Claim 209 (Previously Presented) The method of claim ?0R wherein said intimate 
contact period is about 7 days. 

Claim 21 p (Previously Presented) The method of claim 208 wherein said intimate 
contact period is about 30 days. 

Claim 21 1 (Previously Presented) The method of claim 20$ wherein said lens is 
autoclaved at predetermined temperatures. 

Claim 212 (Previously Presented) A biocompatible contact lens having high o*ygca 
permeability and high water permeability, said lens comprising: 

(a) a polymeric core material in the shape of a contact lens having an inner and outer 
surface; and 

(b) said surfaces of said enre material being surface modified to produce new surfaces 
that are more hydroptnlic than said core material, 

wherein said lens having adequate movement on the eye with blinking to promote 
adequate tear exchange and without producing significant mmeal swelling, without having 
substantial amounts of lipid adsorption, and without causing substantial wearer discomfort 
during the period of contact for at least 24 hours. 

Claim 213 (Previously Presented) The lens of claim 212 wherein said intimate contact 
period is at least 4 days. 

Claim 214 (Previously Presented) The lens of claim 213 wherein said intimate contact 
period is about 7 days. 

Claim 215 (Previously Presented) The lens of claim 21 3 wherein said intimate contact 
period is about 14 days. 
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Claim 216 (Previously Presented) The lens or claim 213 wherein said intimate contact 

period is about 30 days. 

□aim 217 (Previously Presented) Hie lens of claim 212 t said lens befog sterilized. 

temperatures. 

Claim 218 (Currently AmcudM) A method for producing an extended wear contact lens, 
»aid contact lens comprising a cote polymeric material which has a high oxye«i permeability 
and a high irm or water permeability, which method comprises the steps of: 

a) preparing a lens formulation comprising an nxyperm polymerizable material, and 
an ionoperm polymerizable material, wherein said oxypemi potymerizable material comprises 
between about 30% to about 70%, based on the total weight, of reactive components of said fan* 
formulation; 

b) placing said lens formulation in a lens mold; 

c) polymerizing said lens formulation in said mold to form a lens core material 
having inner and outer surfaces such that said oxyperra potymerizable material and said 
innopenn polymerizable material of said lens formulation form separate oxypenn and ionoperm 
phases; said lens core material having an oaygen permeability equal to or greater than 69 bam**; 

d) removing said lens rnre material from said lens mold; 

e) subjecting said lens core material to a treannent to modify said sur&ces of said 
lens core material wherein the surface treatment makes said surfeces mere hydropbilic or 
Ijpophobic and more biocompatible with the ocular tissue than said core material alone; and 

f) hydreting the treated lens core material to produce a hydrated extended wear 
contact lens, 
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• * * 

wherein the modified surfaces Of said lens in conjunction with the high ovygen and ion 
permeabilities of said core polymeric material allows said hydraied lens to be worn » m 
extended wear lens (that is worn] for a continuous period of*t lca*t 24 hours without having 
substantial amounts of lipid adsorption. 

Claim 219 (Currently Amended) A method for producing an extended wear contact lens, 
said contact lens comprising a core polymeric materia) which has a high oxygen permeability 
and a high inn or water permeability, which method comprises the steps oft 

a) preparing a lens formulation comprising an oxyperm polymeri7Ab1e material 
selected from the group consisting of riloxane-contaimng macromers, fluorine-containing 
macromers, tiloxarje-containing mononetfand flunrmc-cootaining monomers, end an ioiwperm 
polymerizabte material, wherein said oxyperm polytnerizable material comprises between about 
30% to about 70%, based cm the total weight, of reactive components Of eaid lens formulation; 

b) placing said lens formulation in a tana mold; 

o) polymerizing said lens formulation in said mold to form a lens core material 
having inner and outer surfaces such that said oxyperm polymerizable material and said 
ionoperm polymerizable material of said lens formulation form separate oxyperm and ionopexrn 
phases; said lens core material having at least one crmtinous pathway from said inner surface to 
said outer surface for oxygen transmission therethrough; 

d) removing said lens core materi al from said lens mold; 

e) subjecting said lens core material to a treatment to modify said surfaces of said 
lens core material, wherein the surface treatment makes said surfaces more hyrimphilic or 
Hpophobic and more biocompatible with the ocular tissue than said core material alone; and 
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f) hydrating the treated lens core material to produce a hydrated wtended wear 
contact lens, 

wherein the modified surfaces of said lens in conjwiction with the high oxygpn and ion 
permeabilities of said core polymeric material allows said hydrated lens to be worn as aa 
extended wear leas [that is worn] for a continuous period of at least 24 hours with corneal 
swelling of less than about 8%. 

Claim 220 (Previously Presented) The method of claim 219 wherein the surface 
modification treatment is selected from the group consisting of coating processes, grafting 
processes, plasma treating processes, electrical r.hargp treating processes and irradiation 
processes. 

Claim 221 (Previously Presented) The method of claim 219 wherein the surface 
modification treatment is a plasma treating process. 

Claim 222 (Previously Presented) The method of claim 22 1 wherein said oxypenn 
polymerizable material is a siloxane containing macromer or siloxane containing monomer and 
said ionoperm polymerizable material isN-vinyl pyrroKdone. 

Claim 223 (Previouiiy Presented) An extended wear contact lens comprising a cons 
polymeric material and upper rmd lower surfaces, aaid core polymeric material comprising a 
silicone copolymer which provides a high ion permeability and a high oxygen permeability; 
wherein said silicone copolymer comprises an oxypenn polymeri/ablc material selected from the 
gmup consisting of sloxaae-containinfl macromers, alown^ontarjung monomers, fluorine- 
containing macromerc, siloxane containing monomers and fluorine^ontaimng monomers, and an 
ionoperm polymerizable material selected from the group consisting of acrylates, methacrylatcs, 
polyalkylene glycols and N-vinyl pyrfolidones, wherein said core polymeric material has at least 
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one continuous pathway from said upper surface to said lower surftce fbr oxygen transmission; 
wherein said surfaces art hydrophiliealry modified by a treatment process selected from the 
group resisting of coating processes, grafting processes, plasma treating precedes, electrical 
charge treating processes and irradiation processes; and wherein said extended wear contact lens 
can be continuously worn for at least four days on a human eye without substantial corneal 
swelling. 

Claim 224 (Previously Presented) The extended contact lens of claim 223 wherein said 
core polymeric material i* formed from a mixture comprising a siloxanccomaming macromer or 
monomer, and N-vinyl pyrrolidine. 

Claim 225 (Previously Presented) the extended contact loos of cWm 224 wherein said 
surfaces are modified by a plasma treating process. 

Claim 226 (Previously Presented) The extended contact lens of claim 22S wherein said 
extended lens can be continuously worn for about 7 days with less than about 8 % corneal 
swelling. 

Claim 227 (Previously Presented) The extended contact lens of claim 224 wherein said 
extended wear lens can be worn for about 30 days. 

Claim 228 (Currently Amended) A hydrogel contact lens having modified surfaces, said 
hydrogel contact Tans comprising a cote polymeric material haying at least one continuous 
pathway between said surfaces for oxygen transmission therethrough, said hydrogel contact lens 
being suited to make contact with ocular tissue and ocular fluids and having a high oxygen 
pcrmcabiliry and a high ion permeability, said core polymeric material formed from 
polymerizablc materials comprising; 
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(a) an oxyperm polymerizable material selected fVom the group consisting of 
sikwane-containing macromers, silcaan^contoining mcmomers. floorinowntajning maeromers 
and fluormo-ccntaining monomers, and 

(b) an ienoperm polymeri/dilc material selected from the group consisting of 
acrylates, methacrylates, polyalkylene glycols and N-vinyl pyrrolidcnes, 

wherein add lew has a high oxygen permeability and allows ion or watw permeation in 
an amount sufficient to enable the lens to move on the eye such that corneal health is not 
substantially harmed and wearer comfort is acceptable during a period of continuous contact 
with ocular tissue and ocular fluids, wherein said lens h» an oxygen permeability of at least 
about 70 barren and an ion permeability characterized cither by an lonofhw Ion Difflision 
Coefficient of greater than about 6.4 * lfif [10-6] nun! [mnulj/sec or an Ionoton Ion 
Permeability Coefficient of greater than about 0.4 x ifif [10-6]cn^[cm2] lain, 

wherein said modified surfaces are hydrophilicaUy modifier! imrfeces that arc modified 
by a treatment process selected from the group consisting of mating processes, grafting 
processes, plasma treating processes, electrical charge treating processes and irradiation 
processes, 

wherein said hydrogel canfw* law ia adapted frr at least 24 hours of continuous wear on 
a human eye without substantial corneal swelling. 

Claim 229 (Previously Presented) The hydrogel contact lens of claim 228 wherein said 
core polymeric material comprises a sflojeane^ontairung roacromer or * siloxane containing 
monomer as said oxyperm material and N-vinyl pyrrolidone m said ionopenn material. 

Claim 230 (Previously Presented) .The hydrogel contact lens of claim 229 wherein said 
surfaces are modified by a plasma treating process. 
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Claim 231 (Previously Presented) The hydrogel contact lens of claim 230 wherein said 
lenj can be worn for about 7 days with less than about 8% corneal swelling. 

Claim 232 (Previously Presented) The hydrogel contact lens of claim 230 wherein said 
lens is worn for about 7 days with less than about 4% corned swelling 

Claim 233 (Previously Pmxentcd) The hydrogel contact lens of claim 230 wherein said 
lens can be rontinnmisly worn for about 30 days. 

Claim 234 (Previously Presented) The hydrogel contact tens of claim 230 wherein said 
lertK has an oxygen permeability of at least 75 barrers . 

Claim 235 (Currently Amended) A method of using * enntact lens as an extended wear 
lens, said lens having ophttodraically compatibte modified surfaces, said lens being suited to 
extended periods of wear in contixnioas intimate contact with ocular tissue and ocular fluids, 
said Lens comprising a polymeric material which has a hist oxygen permeability and a high ion 
or water pmrneahijity. and which has at least one continous pathway between said modified 
surfaces for oxygen surfaces, said polymeric material being formed -from nolyraerizable 
materials comprising: 

(a) an oxyperm polymerizable mat mat, and 

(b) an ionoperm polymerizable material, 

wherein said modified surfaces arc modified by a treatment process selected from the 
group consisting of coating processes, grafting processes, plasma treating process e\ dectrical 
charge treating processes and irradiation processes; 

wherein said lens allows oxygen permeation in an amount sufficient to maintain corneal 
health and wearer comfort during a period of extended, continuous contact with ocular tissue and 
ocular fluids; 
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wherein said lens allmvs ion or water permeation in an amount sufficient to enable the 
lens to move on the eye $neh that corneel health is not substantially harmed and wearer comfort 
is acceptable during a period of extended, continuous contact with ocular riasuc and ocular fluids 
without having substantial amounts of lipid absorption; and 

wherein said ophthalmic lens has an oxygen permeability of at least about 70 barrers and 
an ion permeability characterized either by (1) an Ionoton Ion Permeability Coefficient of greater 
than about 0.4 x tof [10-6] ot£ [cm2) /sec or (2) an lonoflux Dif&sion Coefficient of greater 
than about 6.4 x 10* f 10-6] mm 2 [mm2JAn)n» wherein said ion permeability is mwurcd with 
respect tn sodium ions: 

said method comprising the steps o£ 

(a) applying said lens to the ocular environment, and 

(b) allowing said lens to remain in continuous oontinoua intimate contact with the 
ocular environment for a period of at feast 24 hours. 

Claim 236 (Previously .Presented) The method of claim 235 wherein said lens has an 
oxygen permeability of at least about 77 barrels* 

Claim 237 (Previously Presented) The method of claim 235 wherein said intimate 
contact period is at least 4 day*. 

Claim 238 (Previously Presented) The method of claim 235 wherein said intimate 
contact period is about 7 days. 

Claim 239 (Previously Presented) The method of claim 235 wherein said intimate 
contact period is about 1 4 days. 

Claim 240 (Previously Presented) The method of claim 235 wherein said intimate 
contact period ia about 30 days. 
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Claim 241 (Previously Presented) The method of claim 235, wherein said leas produces, 
after wear of about 24 hours, including normal sleep periods, less than ahout 8% corneal 
swelling. 

Claim 242 (Previously Presented) The method of claim 235. wherein said lens produces, 
after wear of about 7 days, including normal sfcep period* less that about 6% corneal swelling. 

Claim 243 (Currently Amended) An extended wear contact lens comprising a core 
polymeric material and inner and tower lower surfaces that are more hydrophilic than said core 
polymeric material, said core polymeric material formed from a silicone copolymer which 
provides a high ion permeability and a high oxygen r^rmeability; *aid silicone copolymer 
comprising an oxyperm polymerizable material, and an ionopcrm polymerizable material; said 
core polymeric material having an oxygen permeability equal to or greater than 69 barrers; 
wherein said extended wear contact lens can be continuously worn for at least fourteen days on a 
human eye without substantial eameal swelling and without having substantial amounts of lipid 
adsorption. 

244 (Currently Amended) A siloxan* hydrogel contact lens comprising a core polymeric 
material having hydrophilically modified surfaces that are more hydrophilic that said core 
material, said hydrogel contact lens being suited to make contact with ocular tissue and ocular 
fluids, said core polymeric material being farmed from polymcrueble materials comprising: 

(a) an oxyperm polyxnerirahlo materiad and 

(b) an innnperm polymcrizahle material, 

wherein said lens has an oxygen permeability of at least about 69 harrers and en ion 
permeability characterised either by an Ionoflux Ion Diffusion Coefficient of greater than about 
$.4 x ig^*o-§ mm'/sec or an lonoton Ion Permeability Coefficient of greater than about 0.4 x 
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12^ cmVmra to enable the lens to move on the eye such that corneal health is not 
substantially harmed and wearer comfort is acceptable during a period of continuous contac* 
with ocular tissue and ocular fluids, 

wherein said hydrogcl intact lens is adapted for at least 14 days of ccmtinuoas wear on a 
human eye without substantial corneal swelling and without having substantial amounts of lipid 
adsorption. 

Claim 245 (Currently Amended) A biocompirtiWe contact lens having an oxygen 
permeability of at least about 69 barters and an ion permeability characterized by an Ionoton Ion 
Permeability Coefficient of greater than *out 0.4 x lSt»* em'/min, said lens comprising: 

(a) a polymeric core material in the shape of contact lens having an inner and outer 
surface; and 

(h) said surfaces ofaaid core material being surface treated ^©dtfi«* to ftrm 
surfaces that are more hydrophilic than said core material; " 

said lens having adequate movement on the eye without blinking to promote adequate 
tear exchange and without producing significant corneal swelling, without having substantial 
lipid adsorption, and without caush.g substantial wearer discomfort for a period of continuous 
conrin ow contact for 14 days. 

Claim 246 (Currently Amended) A biocompatible sterilizaWe contact lens having an 
oxygen permeability of et least about 69 barrers and an ion pcnnf^ility characterized by an 
Ionoton Ion Permeability Coefficient of greater than about 0.4 x cm 3 /min, «nd lens 

comprising: 

(a) a polymeric core material in the shape of contact lens having w inner ami outer 
surface; and 
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(b) said surfaces of said core material being surface modified to form surfaces that 
are more hydiophilic than said core material; 

eaid lens having adequate movement on the eye without blinking to promote adequate 
tear exchange and without producing significant corneal swelling, without having substantial 
lipid adsorption, and without cawing substantial wearer discomfort tor a period of afflfempu? 
eeatmew contact for 30 days. 

Claim 247 (New) A contact lent comprising a polymeric material formed from at least: 

(a) an ionopenn polymerizable material comprising at least one of 2-hydroxyethyl 
methacrylatoorN^-dimethylacrylamidfr, and 

(b) an oxyperm pnlymcrizable material; 

wherein wid lens has an oxygen tianamlsribility of at least about 70 barrers/mm and an 
ion penneability characterised either by (1) an lonoton ion pcmvaMUty coefficient of greater 
• thanabout0.25x lO 'cmVsec.orP)^ 

x 10 3 mm 2 /mm> wherein said ion permeability ^measured with respect to sodium ions; 

wherein said lens is suitable for continuous, intimate contact with ocular tissue and ocular 
fluids while having adequate movtmcnt on the eye with blinking to promote adequate tear 
exchange and without producing significant corneal swelling, without having substantial 
amounts of lipid adsorption, and without causing substantial wearer discomfort during a period 

of wear of at least 24 hours. 

Claim 248 (New) The contact lens of claim 247 wherein said ionoperm polymerizable 
material comprises both 2-hydroxyethyl mrtthacrylate and N t N-dimethylacryiamide. 
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Claim 249 (New) The contact lens of claim 248 wherein said oxypenn polymerizable 
material comprises at least one of a eiloxane containing mwmcr or a ailoxane containing 
monomer. 

Claim 250 (New) The contact lens of claim 249 wherein raid polymeric material u 
Anther formed from ethylene glycol dimdhacrylBte. 

Claim 251 (New) The contact lens of claim 250 wherein said lens is antoclaved without 
lowrnnj either said oxygen transraissibiBty or said ion permeability heVw levels sufficient to 
maintain good cornea] health and on-eye movement 

Claim 252 (New) The contact lens of nlaim 250 wherein said period of wear is at least 4 

days. 

Claim 253 (New) The contact lens of claim 250 wherein said period of wear is at leas* 7 

days* 

Claim 254 (New) The contact lens of claim 247 further comprising polyvinylpyrrolidone 
at a surface of said (ens. 

Claim 255 (New) The contact lens of claim 254 wherein said polyvinylpyirolidone coats 

said surface of said Jens. 

Claim 256 (New) The contact lens of claim 247 wherein said period of wear is at least 4 

days. 

Claim 257 (New) The contact lens of claim 247 wherein said period of wear is at least 7 

days. 

Claim 258 (New) The contact lens of claim 247 wherein said lens has an equilibrium 
water content of about 10 to about 30 weight percent 
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SUPPORT FO» TffF NKW CLAIMS 

Claims 247 to 258 are new. Support for the new claim* can be found throughout the 
detailed specification and original claims. For example, detailed support for claim 247 can be 
found on page 10. beginning at toe 23, where applicants describe ionopejm polymerizahlc 
materials to include 2-hydroxyethyI nwhaoylatc or N^-olmetbylacrylamlde; under Tables E on 
pages 91, applicants describe preferred Ionoton values of greater than about 0# x 10 * cmVsec 
in Table F on pager 96 and in Example F 5 applicants further describe bngftn values including 
those greater than about 1.3x10^ mm'/mfa. Additional support fordaim 249 can be found 
under the section labeled oxypenn polymerizable materials nnpagc 9 of specification; support 
for claim 250 canbe found on page 11, line 11; support for claims 254 and 255 cm be found in 
Examples F 1 to F 12 and Table F on pages 9) -96; support for claims 251 to 253 and ?.5fi to 258 
should be readily apparent firon the disclosure. Accordingly, it is respectfully submitted that the 
addition ofnew claims 247 to 258 does not raise any new matter issues. 
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REMARKS: 

m the Office Action mailed on November 6, 2004, the Examine allowed claims 183-242 
^rejected claims 243-246 wider 35 U.S.C. § 102(b) over Nico1sonctalU5.Pal6nt No. 
5.649,81 1. ("Nicolson *8l 1 PatentT)- The courtesy of the Examiner in allowing claims 183-242 , 
believed to be claims 1 59-242, is appreciated. 

Fnr Avoidance of doubt, the examiner is requested to indicate that pending claims 1 59 to 
182 are also in condition for allowance, as reflected m the issaminer's Notice of Allowability of 
December 2, 2002. Applicants believe thai the omission of claims 159 to 182 as allowable was 
inadvertent, and have interpreted the Office Action as allowing these claims. 

Applicant respectfully requests reconsideration of the pending claims in view of the . 
above amendments to the claims and the allowing remark*. 

mpartJcular Applicants havB made minor amendments to me claims marked "currently 
amended?, as reflected above, to clarify the feci that superscripts we present in appropriate 
claims, and correct typographical errors. 

THE REJECTION OF CLAIMS 243-246 IS OVERCOME AS THE NICOLSON '811 
PATENT IS NOT FRIO ? AttT TJNPF.B 35 U.S.C. i 102flrt — 

The Nicolson '811 Patent, SN 08/682,452, does not qualify as prior *tt The Nicolson 
'81) Patent is a parent application of the present application as indicated in the filing receipt 
Clearly, priority of SN 08/682,452 was claimed upon the August 17. 2000 filing dale of the 
present application and such priority was granted hy the filing receipt whore the SN 08/682,432 
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application, now the Nicobon'Bll Patent, is specifically identified. Accordingly, withdrawal 
of the rejection under claims 243-246 under 35 U.S.C. § 102(b) is requested. 

New claims 247 to 25R claim a species of the invention. In particular, independent claim 
247 claims a lens having a specific ionoperm polymerizabte material, with the lens having a 
extendi period of wear of 24 hours without substantial lipid adso/ption. Dependant claims 248 
m 25fi depend on independent claim 247- 

A notice of allowance is solicited. 

For avoidance ofdeutt, applicants' additionally petition for an actcDsiftn of time under 37 
CJ JL §1.136, which is hereby made. Please charge any shortage in fees rfue in connection with the 
filing of this paper, including extension of time fees, tn Deposit Account Number 500417 and 
please credit any excess fees to such deposit account. 



600 13* Stavtf, N.W. 
Washington, DC 20005-3096 
(202)756-8000 KLGIed 
Date: May 2004 
Facsimile: (202)736-8087 



Respectfully submitted, 

10TT J WILL&] 
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p n *&QJ Applicant File No. 22841.018 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE jQ — 



In re Application of: # # 



Paul NICOLSON, ct al. Group Art Unit: 1714 

Serial No: 09/640,526 Examiner: Edward Cain 

Filed: August 17, 2000 

For: EXTENDED WEAR OPHTHALMIC LENS 



Assistant Commissioner of Patents 
Washington, D.C 20231 



Amendment 

Dear Sir: 

Please amend the claims as set forth below and enter the following remarks. 

IN THE CLAIMS: 

Please add the following claims: 



243. (New). An extended wear contact lens comprising a core polymeric material and 
inner and lower lower surfaces that are more hydrophilic than said core polymeric 
material, said core polymeric material formed from a silicone copolymer which provides 
a high ion permeability and a high oxygen permeability; said silicone copolymer 
comprising an oxyperm polymerizable material, and an ionoperm polymerizable material; 
said core polymeric material having an oxygen permeability equal to or greater than 69 
10/19/2004 TCOLfcl 0O»J«i0iiO3 50U417 OMQSL'd 

01 FCsi201 ■ MM DA ■ . - 

« JFC:1202 'ffi.QO IN 



barrers; wherein said extended wear contact lens can be continuously worn for at least 
fourteen days on a human eye without substantial corneal swelling and without having 
substantial amounts of lipid adsorption. 

244. (New). A siloxane hydrogel contact lens comprising a core polymeric material 
having hydrophilically modified surfaces that are more hydrophilic that said core 
material, said hydrogel contact lens being suited to make contact with ocular tissue and 
ocular fluids, said core polymeric material being formed from polymerizable materials 
comprising: 

(a) an oxyperm polymerizable material, and 

(b) an ionoperm polymerizable material, 

wherein said lens has an oxygen permeability of at least about 69 barrers and an 
ion permeability characterized either by an Ionoflux Ion Diffusion Coefficient of greater 
than about 6.4 x 10-6 mm 2 /sec or an Ionoton Ion Permeability Coefficient of greater than 
about 0.4 x 10-6 cm 2 /min to enable the lens to move on the eye such that corneal health is 
not substantially harmed and wearer comfort is acceptable during a period of continuous 
contact with ocular tissue and ocular fluids, 

wherein said hydrogel contact lens is adapted for at least 14 days of continuous 
wear on a human eye without substantial corneal swelling and without having substantial 
amounts of lipid adsorption. 

245. (New) A biocompatible contact lens having an oxygen permeability of at least 
about 69 barrers and an ion permeability characterized by an Ionoton Ion Permeability 
Coefficient of greater than about 0.4 x 10-6 cm 2 /min, said lens comprising: 

(a) a polymeric core material in the shape of contact lens having an inner and 
outer surface; and 

(b) said surfaces of said core material being surface treated (modified) to form 
surfaces that are more hydrophilic than said core material; 

said lens having adequate movement on the eye without blinking to promote 
adequate tear exchange and without producing significant corneal swelling, without 
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having substantial lipid adsorption, and without causing substantial wearer discomfort for 
a period of continous contact for 14 days. 

246. (New) A biocompatible sterilizable contact lens having an oxygen permeability of 
at least about 69 barrers and an ion permeability characterized by an Ionoton Ion 
Permeability Coefficient of greater than about 0.4 x 10-6 cmVmin, said lens comprising: 

(a) a polymeric core material in the shape of contact lens having an inner and 
outer surface; and 

(b) said surfaces of said core material being surface modified to form surfaces that 
are more hydrophilic than said core material; 

said lens having adequate movement on the eye without blinking to promote 
adequate tear exchange and without producing significant corneal swelling, without 
having substantial lipid adsorption, and without causing substantial wearer discomfort for 
a period of continous contact for 30 days. 



I. Request for Examination of New Claims 243-246 and A Notice of Allowance. 

Applicants have presented new claims 243-246. These new claims are generally 
based upon presently allowed claims 187, 192 and 212 and are changed in scope from 
these allowed claims. Specifically, claim 243 is generally based on claim 187, claim 244 
is generally based on claim 192 and claims 245 and 246 are generally based upon claim 



The new claims reflect that the structure of the lens comprisises a core polymeric 
material having lens surfaces that are more hydrophillic than the polymeric core material. 
The claimed hyudrophilic contact lens surface is not limited to a lens surface made by any 
specific type of surface treatment but is limited only by the recited claim elements of each 
claim. Also, new claims 243 and 244 recite a fourteen (14) day period of continous wear, 




Remarks: 



212. 
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new claim 245 recites a fourteen(14) day period of continous contact, and new claim 246 
recites a thirty (30) day period of continous contact. 



To the extent an interview will clarify any isssues now before the Examiner, the 
Applicant will be pleased to confer with the Examiner. 



Respectfully submitted, 



McDermott, Will & Eme 



Dated: March 10,2003 




nneth L. Cage 
Registration No. 26, 




600 13th Street, N.W., 5th Floor 
Washington, D.C. 20005-3096 
Telephone: (202) 756-8000 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Application of : 
Paul C. Nicolson, et al. : 



For: EXTENDED WEAR OPTHALMIC LENS 

SUPPLEMENTAL AMENDMENT 

Commissioner for Patents 
Washington, DC 20231 

Sir; 

The following Amendment is supplemental to Applicant's response to the Office 
Action mailed July 6, 2001, Since Applicant's response filed February 11, 2002 is 
considered responsive to the Office Action, no fee is considered due upon entry of this 
Supplemental Amendment. Accordingly, entry of this Supplemental Amendment is 
respectfully solicited. 

IN THE CLAIMS 

217. (Twice Amended) The lens of claim 212, said lens being sterilized, 

REMARKS 

This Supplemental Amendment is being filed to correct a minor editorial error in 
Claim 217. 
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Applicant File No. 22841.018 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE ^ 
Id re Application of: 

Paul NICOLSON, et al. Group Art Unit: 1714 

Serial No: 09/640,526 Examiner: PaulR. Michl 

Filed: August 17, 2000 

For: EXTENDED WEAR OPHTHALMIC LENS 



Assistant Commissioner of Patents 
Washington, D.C. 20231 



Response To Office Action and Amendment 



Dear Sir: 

In further response to the Office Action of July 6, 2001, ("Office Action") please 
amend the specification and claims as set forth below and enter the following remarks. 
The courtesy of the Examiner in conducting an interview on January 22, 2002 with Dr. 
Paul Nicolson, one of the inventors, Rob Gorman, Esq, one of the Ciba Vision patent 
attorneys and the undersigned is acknowledged with appreciation. During the interview, 
the representatives of the Applicants presented differences between the presently claimed 
invention and the references relied upon by the Examiner in the 35 U.S.C. § 103 
rejection. In particular, the Applicants described why the dislcosures in the references 
related to "surface treatement" do not provide sufficient motiviation to one of ordinary 
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skill in the art to add surface treatement to the any of primary references. These 
arguments were persented without any prejudice to the Applicants position that the 
primary references do not describe all of the claimed elements of invention except as to 
surface treatment. Based upon the interview, the following Supplemental Amendment is 
presented for the Examiner's consideration. 

IN THE SPECIFICATION: 

Please Amend the Specification as follows: 

Please replace the paragraph beginning at Page 1, line 3 and ending at line 5 of the 
patent specification with the following replacement paragraph. 

This application is a continuation of Serial No. 09/262,542, filed on March 
4, 1999, which is a continuation of Serial No. 09/108,714, filed July 1, 1998, 
which is a divisional of application Ser. No. 08/682,452, filed July 16, 1996, 
which is a divisional of application Ser. No. 08/569,816, filed December 8, 1995, 
which is a continuation-in-part of US. Application No. 08/301,166, filed on 
September 6, 1994. Priority is also claimed under 35 U.S.C. §119 for German 
Application No. 95810221.2 filed on April 4, 1995 and Swiss Application No. 
1496/95 filed on May 19, 1995. 

IN THE CLAIMS: 

Please amend the following claims: 

187. (Amended). An extended wear contact lens comprising a core polymeric material 
and upper and lower surfaces, said core polymeric material formed from a silicone 
copolymer which provides a high ion permeability and a high oxygen permeability; said 
silicone copolymer comprising an oxyperm polymerizable material, and an ionoperm 
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polymerizable material; said core polymeric material having an oxygen permeability 
equal to or greater than 69 barters; wherein said surfaces are hydrophilically modified by 
a treatment process selected from the group consisting of coating processes, grafting 
processes, plasma treating processes, electrical charge treating processes and irradiation 
processes; and wherein said extended wear contact lens can be continuously worn for at 
least four days on a human eye without substantial corneal swelling and without having 
substantial amounts of lipid adsorption. 

188. (Amended). The extended contact lens of claim 187 wherein said core polymeric 
material formed from N-vinyl pyrrolidone. 

192. (Amended). A siloxane hydrogel contact lens having modified surfaces, said 
hydrogel contact lens comprising a core polymeric material having an oxygen 
permeability equal to or greater than 69 baiters, said hydrogel contact lens being suited to 
make contact with ocular tissue and ocular fluids and having a high oxygen permeability 
and a high ion permeability, said core polymeric material being formed from 
polymerizable materials comprising: 

(a) an oxyperm polymerizable material, and 

(b) an ionoperm polymerizable material, 

wherein said lens has a high oxygen permeability and allows ion or water 
permeation in an amount sufficient to enable the lens to move on the eye such that 
corneal health is not substantially harmed and wearer comfort is acceptable during a 
period of continuous contact with ocular tissue and ocular fluids, wherein said lens has an 
oxygen permeability of at least about 69 barrers and an ion permeability characterized 
either by an Ionoflux Ion Diffusion Coefficient of grater than about 6.4 x 10-6 mm 2 /sec or 
an Ionoton Ion Permeability Coefficient of greater than about 0.4 x 10-6 cmVmin, 

wherein said modified surfaces are hydrophilically modified surfaces that are 
modified by a treatment process selected from the group consisting of coating processes, 
grafting processes, plasma treating processes, electrical charge treating processes and 
irradiation processes, 
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wherein said hydrogel contact lens is adapted for 1 at least 24 hours of continuous 
wear on a human eye without substantial corneal swelling and without having substantial 
amounts of lipid adsorption. 

193. (Amended). The hydrogel contact lens of claim 192 wherein said core polymeric 
material is formed from N-vinyl pyrrolidone as said ionoperm material. 

205. (Amended). The method of claim 199, wherein said lens produces, after wear of 
about 24 hours, including normal sleep periods, less than about 8% corneal swelling. 

207. (Amended). A method of forming a biocompatible lens having high oxygen 
permeability and high water permeability, said method comprising the steps of: 

(a) forming a pre-polymer core formulation comprising an oxyperm 
polymerizable material, and an ionoperm polymerizable material, said 
oxyperm polymerizable material comprises between about 30% to about 
70%, based on the total weight, of said reactive components formulation; 

(b) polymerizing the core in an atmosphere substantially free from oxygen; 

(c) altering the surface of said core material to produce a surface which is 
more hydrophilic than said core material; and 

(d) sterilizing the lens; 

whereby said lens allows oxygen permeation in an amount sufficient to maintain 
corneal health and wearer comfort during a period of extended, continuous contact with 
ocular tissue and ocular fluids, and 

whereby said lens allows ion permeation in an amount sufficient to enable the lens 
to move on the eye such that corneal health is not substantially harmed and wearer 
comfort is acceptable during a period of extended, continuous contact with ocular tissue 
and ocular fluids, 

wherein said lens having adequate movement on the eye with blinking to promote 
adequate tear exchange and without producing significant corneal swelling, without 
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having substantial amounts of lipid adsorption, and without causing substantial wearer 
discomfort during the period of contact for at least 24 hours, 

wherein said ophthalmic lens has an oxygen transmissibility of at least about 70 
barrers/mm and an ion permeability characterized either by (1) an Ionoton Ion 
Permeability Coefficient of greater than about 0.2 x 10" 6 cm 2 /sec or (2) by an Ionoflux 
Ion Permeability Coefficient of greater than about 1.5 x 10" 6 mm 2 /min, wherein said ion 
permeability is measured with respect to sodium ions. 

217. (Amended). The lens of claim 212, including © said lens being sterilized. 

218. (Amended). A method for producing an extended wear contact lens, said contact 
lens comprising a core polymeric material which has a high oxygen permeability and a 
high ion or water permeability, which method comprises the steps of: 

a) preparing a lens formulation comprising an oxyperm polymerizable 
material, and an ionoperm polymerizable material, wherein said oxyperm 
polymerizable material comprises between about 30% to about 70%, based 
on the total weight, of reactive components of said lens formulation; 

b) placing said lens formulation in a lens mold; 

c) polymerizing said lens formulation in said mold to form a lens core 
material having inner and outer surfaces such that said oxyperm 
polymerizable material and said ionoperm polymerizable material of said 
lens formulation form separate oxyperm and ionoperm phases; said lens 
core material having an oxygen permeability equal to or greater than 69 
barrers; 

d) removing said lens core material from said lens mold; 

e) subjecting said lens core material to a treatment to modify said surfaces of 
said lens core material, wherein the surface treatment makes said surfaces 
more hydrophilic or lipophobic and more biocompatible with the ocular 
tissue than said core material alone; and 

f) hydrating the treated lens core material to produce a hydrated extended 
wear contact lens, 
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wherein the modified surfaces of said lens in conjunction with the high oxygen 
and ion permeabilities of said core polymeric material allows said hydrated lens to be 
worn as extended wear lens that is worn for a continuous period of at least 24 hours 
without having substantial amounts of lipid adsorption. 

219. (Amended). A method for producing an extended wear contact lens, said contact 
lens comprising a core polymeric material which has a high oxygen permeability and a 
high ion or water permeability, which method comprises the steps of: 

a) preparing a lens formulation comprising an oxyperm polymerizable 
material selected from the group consisting of siloxane-containing 
macromers, fluorine-containing macromers, siloxane-containing mononers 
and fluorine-containing monomers, and an ionoperm polymerizable 
material, wherein said oxyperm polymerizable material comprises between 
about 30% to about 70%, based on the total weight, of reactive 
components of said lens formulation; 

b) placing said lens formulation in a lens mold; 

c) polymerizing said lens formulation in said mold to form a lens core 
material having inner and outer surfaces such that said oxyperm 
polymerizable material and said ionoperm polymerizable material of said 
lens formulation form separate oxyperm and ionoperm phases; said lens 
core material having at least one continous pathway from said inner 
surface to said outer surface for oxygen transmission therethrough; 

d) removing said lens core material from said lens mold; 

e) subjecting said lens core material to a treatment to modify said surfaces of 
said lens core material, wherein the surface treatment makes said surfaces 
more hydrophilic or lipophobic and more biocompatible with the ocular 
tissue than said core material alone; and 

f) hydrating the treated lens core material to produce a hydrated extended 
wear contact lens; 

wherein the modified surfaces of said lens in conjunction with the high oxygen 
and ion permeabilities of said core polymeric material allows said hydrated lens to be 
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worn as extended wear lens that is worn for a continuous period of at least 24 hours with 
corneal swelling of less than about 8%. 

223. (Amended). An extended wear contact lens comprising a core polymeric material 
and upper and lower surfaces, said core polymeric material comprising a silicone 
copolymer which provides a high ion permeability and a high oxygen permeability; 
wherein said silicone copolymer comprises an oxyperm polymerizable material selected 
from the group consisting of siloxane-containing macromers, siloxane-containing 
monomers, fluorine- containing macromers, siloxane containing monomers and fluorine- 
containing monomers, and an ionoperm polymerizable material selected from the group 
consisting of acrylates, methacrylates, polyalkylene glycols and N-vinyl pyrrolidones, 
wherein said core polymeric material has at least one continous pathway from said upper 
surface to said lower surface for oxygen treatment; wherein said surfaces are 
hydrophilically modified by a treatment process selected from the group consisting of 
coating processes, grafting processes, plasma treating processes, electrical charge treating 
processes and irradiation processes; and wherein said extended wear contact lens can be 
continuously worn for at least four days on a human eye without substantial corneal 
swelling. 

224. (Amended). The extended contact lens of claim 223 wherein said core polymeric 
material is formed from a mixture comprising a siloxane-containing macromer or a 
siloxane monomer, and N-vinyl pyrrolidone. 

228. (Amended). A hydrogel contact lens having modified surfaces, said hydrogel 
contact lens comprising a core polymeric material having at least one continuous pathway 
between said surfaces for oxygen transmission therethrough, said hydrogel contact lens 
being suited to make contact with ocular tissue and ocular fluids and having a high 
oxygen permeability and a high ion permeability, said core polymeric material [having] 
formed from polymerizable materials comprising: 

(a) an oxyperm polymerizable material selected from the group consisting of 
siloxane-containing macromers, siloxane-containing monomers, fluorine-containing 
macromers and fluorine-containing monomers, and 
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(b) an ionoperm polymerizable material selected from the group consisting of 
acrylates, methacrylates, polyalkylene glycols and N-vinyl pyrrolidones, 

Wherein said lens has a high oxygen permeability and allows ion or water 
permeation in an amount sufficient to enable the lens to move on the eye such that 
corneal health is not substantially harmed and wearer comfort is acceptable during a 
period of continuous contact with ocular tissue and ocular fluids, wherein said lens has an 
oxygen permeability of at least about 70 barrers and an ion permeability characterized 
either by an Ionoflux Ion Diffusion Coefficient of greater than about 6.4 x 10-6 mmVsec 
or an Ionoton Ion Permeability Coefficient of greater than about 0.4 x 10-6 cmVmin, 

wherein said modified surfaces are hydrophilically modified surfaces that are 
modified by a treatment process selected from the group consisting of coating processes, 
grafting processes, plasma treating processes, electrical charge treating processes and 
irradiation processes, 

wherein said hydrogel contact lens is adapted for at least 24 hours of continuous 
wear on a human eye without substantial corneal swelling. 

i 

234. (Amended). The hydrogel contact lens of claim 230 wherein said lens has an 
oxygen permeability of at least 75 baners. 

Remarks: 

L One of Ordinary Skill In the Art Would Not be Motivated to Combine The 
Secondary References With The Primary References. 

As dicussed at the interview, Applicants again traverse the Office Action for the 
following reasons, as it would not be obvious to one combine the above primary 
references with any of the secondary references. To the contrary, there is no motivation 
to one of skill in the art to combine the references. As stated in the preceding response, 
obviousness can only be established by combining or modifying the teachings of the prior 
art to produce the claimed invention where there is some teaching, suggestion, or 
motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See, In re Fine. 837 F.2d 1071, 5 

8 
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USPQ2d 1596 (Fed. Cir. 1988); In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 
1992), See also MPEP 2143.01. 

In this case, the prior art could not be modified so as to result in the combination 
defined by the claims at issue, as such prior art would not have made the modification 
obvious. In re Deminski. 796 F.2d 436, 230 USPQ 313 (Fed. Cir. 1986). Recognizing, 
after the fact, that such a modification would provide an improvement or advantage, 
without suggestion thereof by the prior art, rather than dictating a conclusion of 
obviousness, is an indication of improper application of hindsight considerations. 
Simplicity and hindsight are not proper criteria for resolving obviousness. See, In re 
Warner. 379 F.2d 1011, 154, USPQ 173 (CCPA 1967). 

Turning first to the primary references, and assuming arguendo that other claim 
elements are dislcosed, Lai U.S. Patent No. 5,034,461 (" '461 Patent) 5,760,100, Lai 
U.S. Patent 5,158,717 (" ' 717 Patent) , U.S. Patent No. 5,219, 965 (" '965 Patent") and 
U.S. Patent No. 5,334,681 (" '965 Patent) to Mueller et al all fail to describe any any 
effective surface treatment. Turning now to the secondary references, each of the 
references lacks sufficient motivation to one of ordinary skill in the art to conduct the 
surface treatment, as presently claimed. U.S. Patent No. 4,214,014 (" ' 014 Patent) to 
Hofer et al. describes surface modification for contact lenses, which uses a setup that 
actually sputters the surface of the contact lens away, cleaning the surface and oxidizing 
it. U.S. Patent No. 4,687,816 (" '816 Patent) discloses a treatment of a specific type of 
soft lens with a very specific acid anhydride while the lens is swollen, which cannot be 
fairly be extended to other type of lens. U.S. Patent No. 4,980,208 ( M 1 208") describes a 
methodology for use with hard lenses, not silicone hydorgel lenses. U. S. Patent No. 
5,391,589 (" 1 589 Patent) discloses grafting surfaces onto lenses; and specifically hard 
lenses, which is inapplicable to the present invention. 

Based upon the description of the above secondary references, each of the 
references is very specific to a specific material, and one or ordinary skill in the art would 
not be motivated to use such techniques for surface treatment of the present invention. 
Clearly, there is no motivation in the secondary references that it would be desirable for 
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one of ordinary skill in the art to improve any lens of the primary references by the 
surface treatment methods of Hofer, Lin, Sugiyama, or Kiguchi. 

II. For Clarity and in Order to Claim the Full Scope of Applicants Invention, The 
Above Claims Have Been Amended 

For clarity, a Applicant's have amended the above claims to correct minor 
typographical corrections, and for further clarity of expression of the scope of the 
invention. The specific changes are set forth in the Appendix attached to this 
supplemental response. 

The Applicants have also changed claims 207 and 217 to reflect the sterilization 
of the lenses, which to one of skill in the art may be carried out by autoclaving or other 
sterilization techniques. See, e.g., Example B5 at pages 69-70 where autoclaving of lens 
is described, and Websters New World Dictionary, Third College Edition (1988) 
describes "autoclaving" as "to sterilize." 
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III. Request for Reconsideration and A Notice of Allowance. 

For the above reasons, Applicants request reconsideration of the above rejections, 
and issuance of a Notice of Allowance. To the extent a further interview will clarify any 
issues now before the Examiner, the Applicant will be pleased to confer with the 
Examiner. 



Respectfully submitted, 



McDermott, Will & Emery 



600 13th Street, N.W., 5th Floor 
Washington, D.C. 20005-3096 
Telephone: (202) 756-8000 



Dated: February 11, 2002 
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APPENDIX 

MARK UP OF AMENDMENTS TO SPECIFICATION AND CLAIMS 

IN THE SPECIFICATION: 

Please replace the paragraph beginning at Page 1, line 3 and ending at line 5 of the 
patent specification with the following replacement paragraph. 

This application is a continuation of Serial No. 09/262,542, filed on March 
4, 1999, which is a continuation of Serial No. 09/108,714, filed July 1, 1998, 
which is a divisional of application Ser. No. 08/682,452, filed July 16, 1996, 
which is a divisional of application Ser. No. 08/569,816, filed December 8, 1995, 
which is a continuation-in-part of U.S. Application No. 08/301,166, filed on 
September 6, 1994. Priority is also claimed under 35 U.S.C. $ 119 for German 
Application No. 95810221.2 filed on April 4, 1995 and Swiss Application No. 
1496/95 filed on May 19, 1995. 

IN THE CLAIMS: 

A mark up of the amendment of the above claims is presented below: 

187. (Amended). An extended wear contact lens comprising a core polymeric material 
and upper and lower surfaces, said core polymeric material formed from [comprising] a 
silicone copolymer which provides a high ion permeability and a high oxygen 
permeability; said silicone copolymer comprising an oxyperm polymerizable material, 
and an ionoperm polymerizable material; said core polymeric material having an oxygen 
permeability equal to or greater than 69 barrers; wherein said surfaces are hydrophilically 
modified by a treatment process selected from the group consisting of coating processes, 
grafting processes, plasma treating processes, electrical charge treating processes and 
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irradiation processes; and wherein said extended wear contact lens can be continuously 
worn for at least four days on a human eye without substantial corneal swelling and 
without having substantial amounts of lipid adsorption. 

188. (Amended). The extended contact lens of claim 187 wherein said core polymeric 
material formed from [comprises a fluorine macromer, and] N-vinyl pyrrolidone. 

192. (Amended). A siloxane hydrogel contact lens having modified surfaces, said 
hydrogel contact lens comprising a core polymeric material having an oxygen 
permeability equal to or greater than 69 barrers, said hydrogel contact lens being suited to 
make contact with ocular tissue and ocular fluids and having a high oxygen permeability 
and a high ion permeability, said core polymeric material being [having] formed from 
polymerizable materials comprising: 

(a) an oxyperm polymerizable material, [,] and 

(b) an ionoperm polymerizable material, 

wherein said lens has a high oxygen permeability and allows ion or water 
permeation in an amount sufficient to enable the lens to move on the eye such that 
corneal health is not substantially harmed and wearer comfort is acceptable during a 
period of continuous contact with ocular tissue and ocular fluids, wherein said lens has an 
oxygen permeability of at least about 69 barrers and an ion permeability characterized 
either by an Ionoflux Ion Diffusion Coefficient of grater than about 6.4 x 10-6 mm 2 /sec or 
an Ionoton Ion Permeability Coefficient of greater than about 0.4 x 10-6 cmVmin, 

wherein said modified surfaces are hydrophilically modified surfaces that are 
modified by a treatment process selected from the group consisting of coating processes, 
grafting processes, plasma treating processes, electrical charge treating processes and 
irradiation processes, 

wherein said hydrogel contact lens is adapted for at least 24 hours of continuous 
wear on a human eye without substantial corneal swelling and without having substantial 
amounts of lipid adsorption. 
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193. (Amended). The hydrogel contact lens of claim 192 wherein said core polymeric 
material is formed from [comprises a fluorine containing macromer as said oxyperm 
material and] N-vinyl pyrrolidone as said ionoperm material. 

205. (Amended). The method of claim 199, wherein said lens produces, after wear of 
about 24 hours, including normal sleep [steep] periods, less than about 8% corneal 
swelling. 

207. (Amended). A method of forming a biocompatible lens having high oxygen 
permeability and high water permeability, said method comprising the steps of: 

(a) forming a pre-polvmer [polymeric] core formulation comprising an 
oxyperm polymerizable material, and an ionoperm polymerizable material, 
said oxyperm polymerizable material comprises between about 30% to 
about 70%, based on the total weight, of said reactive components [lens] 
formulation; 

(b) polymerizing the core in an atmosphere substantially free from oxygen; 

(c) altering the surface of said core material to produce a surface which is 
more hydrophilic than said core material; and 

(d) autoclaving lens at predetermined temperatures; 

whereby said lens allows oxygen permeation in an amount sufficient to maintain 
corneal health and wearer comfort during a period of extended, continuous contact with 
ocular tissue and ocular fluids, and 

whereby said lens allows ion permeation in an amount sufficient to enable the lens 
to move on the eye such that corneal health is not substantially harmed and wearer 
comfort is acceptable during a period of extended, continuous contact with ocular tissue 
and ocular fluids, 

wherein said lens having adequate movement on the eye with blinking to promote 
adequate tear exchange and without producing significant corneal swelling, without 
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having substantial amounts of lipid adsorption, and without causing substantial wearer 
discomfort during the period of contact for at least 24 hours, 

wherein said ophthalmic lens has an oxygen transmissibility of at least about 70 
barrers/mm and an ion permeability characterized either by (1) an Ionoton Ion 
Permeability Coefficient of greater than about 0.2 x 10" 6 cm 2 /sec or (2) by an Ionoflux 
Ion Permeability Coefficient of greater than about 1 .5 x 10" 6 mm 2 /min, wherein said ion 
permeability is measured with respect to sodium ions. 

2 1 7. (Amended). The lens of claim 2 1 2, including © said lens being sterilized [at 
predetermined temperatures]. 

218. (Amended). A method for producing an extended wear contact lens, said contact 
lens comprising a core polymeric material which has a high oxygen permeability and a 
high ion or water permeability, which method comprises the steps of: 

a) preparing a lens formulation comprising an oxyperm polymerizable 
material, and an ionoperm polymerizable material, wherein said oxyperm 
polymerizable material comprises between about 30% to about 70%, based 
on the total weight, of reactive components of said lens formulation; 

b) placing said lens formulation in a lens mold; 

c) polymerizing said lens formulation in said mold to form a lens core 
material having inner and outer surfaces such that said oxyperm 
polymerizable material and said ionoperm polymerizable material of said 
lens formulation form separate oxyperm and ionoperm phases; said lens 
core material having an oxygen permeability equal to or greater than 69 
barrers; 

d) removing said lens core material from said lens mold; 

e) subjecting said lens core material to a treatment to modify said surfaces of 
said lens core material, wherein the surface treatment makes said surfaces 
more hydrophilic or lipophobic and more biocompatible with the ocular 
tissue than said core material alone; and 
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f) hydrating the treated lens core material to produce a hydrated extended 
wear contact lens, 

wherein the modified surfaces of said lens in conjunction with the high oxygen 
and ion permeabilities of said core polymeric material allows said hydrated lens to be 
worn as extended wear lens that is worn for a continuous period of at least 24 hours 
without having substantial amounts of lipid adsorption. 

219. (Amended). A method for producing an extended wear contact lens, said contact 
lens comprising a core polymeric material which has a high oxygen permeability and a 
high ion or water permeability, which method comprises the steps of: 

a) preparing a lens formulation comprising an oxyperm polymerizable 
material selected from the group consisting of siloxane-containing 
macromers, fluorine-containing macromers . siloxane-containing mononers 
and fluorin e-containing monomers, and an ionoperm polymerizable 
material, wherein said oxyperm polymerizable material comprises between 
about 30% to about 70%, based on the total weight, of reactive 
components of said lens formulation; 

b) placing said lens formulation in a lens mold; 

c) polymerizing said lens formulation in said mold to form a lens core 
material having inner and outer surfaces such that said oxyperm 
polymerizable material and said ionoperm polymerizable material of said 
lens formulation form separate oxyperm and ionoperm phases; said lens 
core material having at least one contirious pathway from said inner 
surface to said outer surface for oxygen transmission therethrough; 

d) removing said lens core material from said lens mold; 

e) subjecting said lens core material to a treatment to modify said surfaces of 
said lens core material, wherein the surface treatment makes said surfaces 
more hydrophilic or lipophobic and more biocompatible with the ocular 
tissue than said core material alone; and 

f) hydrating the treated lens core material to produce a hydrated extended 
wear contact lens[,]; 
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wherein the modified surfaces of said lens in conjunction with the high oxygen 
and ion permeabilities of said core polymeric material allows said hydrated lens to be 
worn as extended wear lens that is worn for a continuous period of at least 24 hours with 
corneal swelling of less than about 8%. 

223. (Amended). An extended wear contact lens comprising a core polymeric material 
and upper and lower surfaces, said core polymeric material comprising a silicone 
copolymer which provides a high ion permeability and a high oxygen permeability; 
wherein said silicone copolymer comprises an oxyperm polymerizable material selected 
from the group consisting of siloxane-containing macromers, siloxane-containing 
monomers, fluorine- containing macromers . siloxane containing monomers and fluorine- 
containing monomers, and an ionoperm polymerizable material selected from the group 
consisting of acrylates, methacrylates, polyalkylene glycols and N-vinyl pyrrolidones, 
wherein said core polymeric material has at least one continous pathway from said upper 
surface to said lower surface for oxygen treatment; wherein said surfaces are 
hydrophilically modified by a treatment process selected from the group consisting of 
coating processes, grafting processes, plasma treating processes, electrical charge treating 
processes and irradiation processes; and wherein said extended wear contact lens can be 
continuously worn for at least four days on a human eye without substantial corneal 
swelling. 

224. (Amended). The extended contact lens of claim 223 wherein said core polymeric 
material is formed from a mixture comprisine [comprises] a siloxane-containing 
macromer or a siloxane monomer, and N-vinyl pyrrolidone. 

228. (Amended). A hydrogel contact lens having modified surfaces, said hydrogel 
contact lens comprising a core polymeric material having at least one continuous pathway 
between said surfaces for oxygen transmission therethrough, said hydrogel contact lens 
being suited to make contact with ocular tissue and ocular fluids and having a high 
oxygen permeability and a high ion permeability, said core polymeric material [having] 
formed from polymerizable materials comprising: 
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(a) an oxyperm polymerizable material selected from the group consisting of 
siloxane-containing macromers, siloxane-containing monomers, fluorine-containing 
macromers and fluorine-containing monomers, and 

(b) an ionoperm polymerizable material selected from the group consisting of 
acrylates, methacrylates, polyalkylene glycols and N-vinyl pyrrolidones, 

wherein said lens has a high oxygen permeability and allows ion or water 
permeation in an amount sufficient to enable the lens to move on the eye such that 
corneal health is not substantially harmed and wearer comfort is acceptable during a 
period of continuous contact with ocular tissue and ocular fluids, wherein said lens has an 
oxygen permeability of at least about 70 barrers and an ion permeability characterized 
either by an Ionoflux Ion Diffusion Coefficient of greater [grater] than about 6.4 x 10-6 
mmVsec or an Ionoton Ion Permeability Coefficient of greater than about 0.4 x 10-6 
cmVmin, 

wherein said modified surfaces are hydrophilically modified surfaces that are 
modified by a treatment process selected from the group consisting of coating processes, 
grafting processes, plasma treating processes, electrical charge treating processes and 
irradiation processes, 

wherein said hydrogel contact lens is adapted for at least 24 hours of continuous 
wear on a human eye without substantial corneal swelling. 

234. (Amended). The hydrogel contact lens of claim 230 wherein said lens has an 
oxygen permeability of at least 75 barrers [days]. 
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